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DETAILED ACTION 

1. According to paper filed on IVIarch 3, 2006, the applicants have canceled claims 10- 
12 and 14; amended claims 1-9, 13 and 15-18 and furthemiore. have added new claim 
19. 

2. Claims 1-9, 13 and 15-19 are now pending in the application. 

Response to Arguments 

3. Applicant's arguments filed on March 3, 2006 have been fully considered but they are 
not persuasive regarding enablement rejection, some indefiniteness rejections, prior art 
rejections and obviousness rejections. In regard to enablement rejection, the examiner 
does not agree with the applicants arguments that the specification is enabling for 
treating every known tumor and every known viral and parasitic infections by the instant 
compounds of formulae (I) and (II). The applicants argue that Camptotheclns are well 
known compounds and their antitumor activity is well known in the art. However, the 
instant compounds are not Camptotheclns. They are stmcturally different from the 
known camptotheclns since the instant compounds have either a 5-membered or a 7-8 
membered lactone ring instead of a 6-memberd lactone ring. There is no teaching either 
in the specification or prior art regarding treating every known tumor, viral and parasitic 
diseases with pentacyclic compounds having either a 5-membered lactone ring or a 7-8- 
membered lactone ring. In regard to indefiniteness rejections, the applicants did not 
amend claim 9 to delete the tenn -envisaged —in step b. The examiner also does not 
agree with the applicants arguments that the terms —anticancer agent, tumors, 
parasitic or viral infection — In claims 15, 17 and 18 are definite. In regard to prior art 
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rejection over Big's reference, the applicants state that the newly inserted proviso 
overcomes this reference. This is not true. The instant variable R3 can still represent 
OH or 0CH3 group and therefore, anticipates the instant claims. The examiner also 
does not agree with the applicants arguments regarding obviousness rejections. In 
regard to Dallavalle's reference, the applicants mention that publication date is June 
2002. However, there was nothing in the article showing publication date of June 2002. 
In regard to Penco and Bom's reference, the substitution at 7**^ position is iin'elevant. 
Bom teaches enhanced solution stability of 7-membered lactone ring as compared to 6- 
membered lactone ring in the camptotheicin derivatives and therefore, provides the 
teaching and motivation to one skilled in the art to prepare the instant compounds by 
modifying compounds of Penco. 

Conclusion 

4. Rejection of claims 15, 17 and 18 under 35 U.S.C. 112, first paragraph is maintained 
for the reasons of record. 

5. Rejection of claims 9, 15, 17 and 18 under 35 U.S.C. 112, second paragraph is 
maintained for the reasons of record. 

6. Rejection of claims 1-3, 6, 7, 13 and 15-19 under 35 U.S.C. 102(b) is maintained for 
the reasons of record is maintained for the reasons of record. 

7. Rejection of claims 1-4, 13 and 15-19 under 35 U.S.C. 103(a) is maintained for the 
reasons of record. 



NEW GROUNDS OF REJECTION 
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Claim Rejections - 35 USC § 112 

8. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most neariy connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

9. Claims 1-9, 13 and 15-19 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one sl<illed in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. In independent claim 1 , the fomnulae (I) and 
(II) introduce new matter since they were not described in the specification as originally 
filed. In fonmula (I), -OH group is attached to lactone ring via a CH2 group in the 
specification ( see page 8 ) while it is directly attached to lactone ring in the instant claim 
1. Similarly, in regard to formula (II), the specification discloses 5-membered lactone 
ring while the formula (II) in instant claim 1 lacks 5-membered lactone ring. Both the 
formulae are not legible also. Also, the applicants have put a new proviso in claim 1 . 
This proviso also introduces new matter since it was not described in the original 
specification. 

10. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particulariy pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

11. Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 
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In claim 1 , the proviso, when R1 and R2 are hydrogen, R2 is not -OH or -0CH3 is 
confusing and indefinite since the actual intent is not clear. When R2 is a H, then how 
R2 can be anything else besides H. 

12. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Ofnce action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

13. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Charanjit S. Aulakh whose telephone number is 
(571 )272-0678. The examiner can nomially be reached on Monday through Friday, 
8:30 A.M. to 5:00 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas McKenzie can be reached on (571)272-0670. The fax phone 
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number for the organization wliere this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infomnation for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://palr-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Charanjit S. Aulakh 
Primary Examiner 
Art Unit 1625 



